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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 136(a) In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133) 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1 704(b) 

Status 

1 )□ Responsive to communication(s) filed on 02 August 2002 . 
2a)H This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under E* parte Ouayle. 1935 CD. 1 1 . 453 O.G. 213. 
Disposition of Claims 

4) H Claim(s) 2 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) El Claim(s) 2 is/are rejected,, 

7) D Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 
12)D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 
! 13)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)DAII b)D Some*c)D None of: 

1 □ Certified copies of the priority documents have been received. 

2 □ Certified copies of the priority documents have been received in Application No. . 

3 D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 

* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) CD Notice of References Cited (PTO-892) 4) Q Interview Summary (PTO-413) Paper No(s) 

2) n Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) Q Notice of Informal Patent Application (PTO-152) 
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DETAILED ACTION 



Response to Remarks 

1 . Applicants' arguments and amendments, filed on 8/02/02, have been approved 
and entered. They have been fully considered but they are not deemed to be 
persuasive. Rejections and/or objections not reiterated from previous office actions are 
hereby withdrawn. The following rejections and/or objections are either newly applied 
or reiterated. They constitute the complete set presently being applied to the instant 
application. 



Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 



Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claim 2 is rejected under 35 U.S.C. 102(b) as anticipated by or, in the alternative, 
under 35 U.S.C. 103(a) as obvious over Goodman et al. (4,956,282). 

Goodman et al. discloses novel constructs for expression of physiologically 
active mammalian proteins in plant cells, either in culture or under cultivation. The 
constructs provide a promoter functional in a plant host, a structural gene coding for 
mammalian protein and a terminator functional in a plant host. The construct is 
introduced into a plant cell to become integrated into the plant genome for expression in 
the plant cells or plants. The plant cells may be harvested and the mammalian protein 
isolated in physiologically active form. Novel DNA sequences are provided comprising 
constructs functional in plant cells for the expression of physiologically active 
mammalian peptides. The constructs provide for functional transcriptional and 

^ ma rated mm urn niant (]ononit : ; - 'ovum u - r ^hickmh expression < ,! trm structural uern 
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Depending upon whether the cells are grown in culture or cultivated in soil or other 
medium, these cells or plants may be harvested, and the desired product extracted and 
purified in accordance with conventional techniques. 

5. Applicant is having the arguments that the reference does not teach or suggest 
the expression of polypeptides or proteins in plant cells. This is not convincing because 
Goodman specifically discloses that the structural gene may be any mammalian gene of 
interest, which includes mammalian viral pathogen genes. A wide variety of genes have 
been isolated and shown to be capable of production in unicellular microorganisms, to 
various degrees of biological activity and efficiencies, and in mammalian cells, with the 
ever present concern that the mammalian cells are transformed cells, so that any 
product must be carefully purified to ensure the complete absence of any nucleic acid 
contaminant. Structural genes of interest include alpha.-, .beta.- and . gamma. - 
interferons, immunoglobulins, with the structural genes coding for the light and heavy 
chains and desirably assembly occurring in the plant cell, lymphokines, such as 
interleukins 1, 2 and 3, growth factors, including insulin-like growth factor, epidermal 
growth factor, platelet derived growth factor, transforming growth factor-. alpha., -.beta., 
etc., growth hormone, insulin, collagen plasminogen activator, blood factors, such as 
factors I to XII, histocompatibility antigens, enzymes, or other mammalian proteins, 
particularly human proteins. 
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leukemia virus, etc., surface antigens of herpes simplex virus, hepatitis B virus, 
adenovirus, and the like. 

Plants may also find use in preparing other proteins than to be administered to 
a host, where the mammalian protein, such as an enzyme, may require folding and/or 
processing that is unavailable in unicellular microorganisms. Which is viewed to be 
inclusive of lysosomal enzyme. 



6. Further applicants claim priority to 07/219,279 and 07/363,138 (this case is 
unavailable). It would be appreciated if applicants could provide copies of specific pages 
and lines of the said applications in order to determine if the rejection should be based 
as a 102 (b) or 102(e). 



7. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for response to this final action is set to expire 
THREE MONTHS from the date of this action. In the event a first response is filed 
within TWO MONTHS of the mailing date of this final action and the advisory action is 
not mailed until after the end of the THREE-MONTH shortened statutory period, then 
the shortened statutory period will expire on the date the advisory action is mailed, and 
any extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date 
of the advisory action. In no event will the statutory period for response expire later 
than SIX MONTHS from the date of this final action. 



8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jezia Riley whose telephone number is 703-305-6855. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on 703-308-1 119. The fax phone numbers 
for the organization where this application or proceeding is assigned are 703-305-3014 
for regular communications and 703-308-4242 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the Patent Analyst Monica whose telephone number is 

7n^_Qnc;_QnnO r\r to tho Torhniral Pontor rorontinnict lA/hncp tolonhnnp* ni imhpr Iq 703- 

308-0196. ^ 



September 15, 2002 




